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New York District

Food & DruE Administration
158-15 Libc;ty Avenue
Jamaica, NY 11433

\ VARNIN G LETTER

ERTIF IED MAIL
11.ETURN RECEIPT REOUES TED

Allen H. Kapit, M.D.
Radiologist
Manhattan Physician’s Group, PC
4337 Broadway
New York, NY 10033

Dear Dr. Kapit:

October 5,2000

REF: NYK-2000-~3

Facility ID: 184259

\

Your facility was inspected on Septem er 13,2000 by a representative of the New York City
Bureau of Radiological EIeaIth, acting i behalf of the Food and Drug Administration. This
inspection revealed a serious regulatory problem involving the mammography at your facility.
Under a United States Federal law, the ammography Quality Standards Act of 1992, your
facility must meet specific requirement for mammography. These requirements help protect the
heahh of women by assuring that a facil ty can pefiorm quality mammography. The inspection
revealed the following Level 1 finding a your facility:
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● The system to communicate r suits k not adequate for your facility because:
(a) There h no system in pl ce to provide timely medical reports;
(b) There is no system in pl e to provide timely lay summaries; and
(c) There is no system in pl e to communicate serious or highly suggestive

cases as soon as possible.

1
The specific problem noted above appea don your MQSA Facility Inspection Reports which
was issued to your facility at the close of e inspection. - l’his problem is identified as Level 1

because it identifies a failure to meet a si nificant MQSA requirement. -

Because this condition may be symptoms ic of serious underlying problems that could
compromise the quality of mammography at your facilities, it represents a violation of the law
which may result in FDA taking regulator y action without firther notice to you. These actions
include, but are not limited to, placing yo Lr facility under a Directed Plan of Correction, charging
your facility for the cost of on-site monito ::ing, assessing civil money penalties up to $10,000 for
each failure to substantially comply with, or each day of failure to substantially comply with,

MQSA standards, suspension or revocati 0:1of your facility’s FDA certificate, or obtaining a
court injunction against fhtiher marnmog rz.phy.
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There were also Level 2 findings that 1
the inspection. The Level 2 findings v

(I)” The radio[ogic technologti

requirement of having con
month period.

(2) Yourfacili~ tracking syste~

(3) There were no examples no

It is necess~ for you to act on these m
writing within fifteen (15) working day:

. the specific steps you have tak

. each step your facility is taking

. sample records that dernonstra~

Please submit your response to the abov(
Officer, U.S. Food and Drug Administra

Finally, you should understmd there are
This letter pertains onIy to findings of ou
obligations you have under the law. You
requirements for mmography facilities
Progrm, Food and Drug Administration,
800-838-771 5), or through the Internet at

ere listed on the inspection repoti provided at the close of
?re:

, did not meet the continuing education
~leteda minimum of 15 CEUSin mammography in a 36

didnot include al[positive mammogram.

attempts to get biopsy resu[ts for your facility.

tters immediately. PIease explain to this office in
from the date you received his letter:

t to correct the violation noted in this letier;

to prevent the recurrence of similar violations; and

proper record keeping procedures.

issues to the attention of Lillim C. Avet~ Complimce
on, 158-15 Liberty Avenue, Jamaica, NY 11433.

umy FDA requirements pertaining to m~ography.
inspection and does not necess~ily address other
nay obtain general information about all of FDA’s
)y contacting the Mammography Quality Assurance
‘.0. Box 6057, Columbia, Maryland 21045-6057 (1-
ttp://~.fda,p~.

Sincerely yours,

(z-(k3!8qj2..$-
Robefi L. Hart
Acting District Director
New York District
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cc:

cc:

cc:

Priscilla F. Elutler, M.S.
Director, Breast Imaging Accreditation Programs
Standards and Accreditation Department
American College of Radiology
1891 Preston White Drive
Reston, VA 22091

Dorothy Pender
New York City Department of Health
Bureau of Radiological Health
2 Lafayette Street
New York, NY 10007

James Sheffield
New York City Department of Health
Bureau of Radiological Health
2 Lafayette Street
New York, NY 10007
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